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DETAILED ACTION 

Receipt is acknowledged of response filed on 7/17/06. Claims 1, 8-10, 13-15 and 22 are 
pending in the application and the status of the application is as follows: 

Response to Arguments 

Applicant's arguments with respect to claims 1,8-10, 13-15 and 22 have been considered 
but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC §103 

Claims 1, 8-10, 13-15 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over the combination of Article by Palmier et al. in S.T. P. Pharma Sciences, pp 188-194 (1996) 
(Palmier et al.) and U. S. Patent 5,545,628 ('628). 

The instant application is claiming a pharmaceutical composition comprising: 

1. A solid dispersion of fenojibrate or a salt or ester there of 

2. Hydroxypropylmethylcellulose (HPMC) 

3. Polyethylene glycol (PEG) carrier 

a method of preparing the composition and method of treating hyperlipidemia comprising 
administering the composition. 

Palmier et al. teaches dissolution studies of Fenofibrate solid dispersions using 
Fenofibrate and PEG 4000 in solvent ethanol. See page 188, where the article teaches that 
Fenofibrate is water insoluble molecule and is very soluble in ethanol and the article teaches 
PEG 4000 as a carrier because of its ethanol solubility and physiologically compatibility. 
Claims 13 and 18 use ethanol as solvent. The difference between the article and the application is 
article does not teach ingredient 2 for the preparation of solid dispersions. However patent '628 
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teaches pharmaceutical compositions containing fenofibrate. See col.l, lines 5-10, see col.2, 
lines 39-55 and see specially lines 50-51 where the patent teaches that HPMC is a suspension 
stabilizer which avoids the formation of fenofibrate crystals. This is same as claimed HPMC as 
the crystallization inhibitor. See coL3, lines 1-35 for surfactants. See col.4, lines 1-30 for the 
preparation and packing into the hard gelatin capsules, see col. 7 lines 10-15 where the patent 
teaches HPMC with fenofibrate. See also pharmokinetical study. Patent does not teach tablet. 
Dosage forms in the form of tablets, capsules are conventionally used and preparing the 
compositions in the form of tablet is obvious to one of ordinary skill in the art. 

Accordingly it would have been obvious to one of ordinary skill in the art to prepare 
fenofibrate composition taught by Palmier etal. article using ethanol as solvent and PEG as the 
carrier and adding HPMC so that solid dispersions are formed. One of ordinary skill in the art 
would be motivated to add HPMC in fenofibrate dispersions of Palmier et al. with the reasonable 
expectation of success that HPMC avoids the formation of Fenofibrate crystals. This is a prima 
facie case of obviousness. 

Claims 1, 8-10, 13-15 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over the combination of Article by Palmier et al. in S.T. P. Pharma Sciences, pp 188-194 (1996) 
(Palmier et al.) and U. S. Patent 6,465,01 1 ('01 1). 

The instant application is claiming a pharmaceutical composition comprising: 

1. A solid dispersion of fenofibrate or a salt or ester there of 

2. Hydroxypropylmethylcellulose (HPMC) 

3. Polyethylene glycol (PEG) carrier 
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a method of preparing the composition and method of treating hyperlipidemia comprising 
administering the composition. 

Palmier et al. teaches dissolution studies of Fenofibrate solid dispersions using 
Fenofibrate and PEG 4000 in solvent ethanol. See page 188, where the article teaches that 
Fenofibrate is water insoluble molecule and is very soluble in ethanol and the article teaches 
PEG 4000 as a carrier because of its ethanol solubility and physiologically compatibility. Claims 
are also using ethanol as solvent. The difference between the article and the applicati'01 1 teaches 
pharmaceutical compositions containing fenofibrate dispersions. See col. 2, lines 40 et seq, see 
col. 2, lines 5-19 for solvent which includes ethanol and see the same column, lines 20-25 for 
HPMC as the amorphous polymer. See col.3, lines 30-31 for capsule and tablet. Patent at col.3, 
lines 25-30 teach that additional excipients can be used. Patent does not teach the limitation of 
claim 10. Antioxidants are added to dosage forms/compositions in order to preserve the shelf 
life. 

Accordingly it would have been obvious to one of ordinary skill in the art to prepare 
fenofibrate composition taught by Palmier article using ethanol as solvent and PEG as the carrier 
and adding HPMC so that solid dispersions are formed. One of ordinary skill in the art would be 
motivated to add HPMC in fenofibrate dispersions of Palmier et al. with the reasonable 
expectation of success that the solid dispersions have increasing bioavalibilty. This is a prima 
facie case of obviousness. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
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is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1,8-10 and 22 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims l-3and 5-9 of U.S. Patent No. 6,465,011 ('011) in 
view of Palmier article. 

Instant application and claims to the patent are claiming compostions, dosage forms in 
the form of capsule or tablet and method of treating hyperlipidemia using fenofibrate and 
amorphous polymer, which is HPMC. Instant application is also claiming PEG as the carrier, 
which is not claimed in the patent. Palmier article teaches Fenofibrate dispersions using PEG 
4000 as the carrier. It would be obvious to prepare compostions of '01 1 claimed in the patent and 
add PEG with the reasonable expectation of success that increased dissolution and increased 
bioavailability of Fenofibrate dispersions is obtained. 

Claims 1,8-10 and 22 are directed to an invention not patentably distinct from claims 1-3 
and 5-9 of commonly assigned 6,465,01 1 ('01 1). Specifically, for the reasons stated in 103 and 
obviousness-type double patenting rejection. 
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The U.S. Patent and Trademark Office normally will not institute an interference between 
applications or a patent and an application of common ownership (see MPEP Chapter 2300). 
Commonly assigned 'Oil, discussed above, would form the basis for a rejection of the noted 
claims under 35 U.S.C. 103(a) if the commonly assigned case qualifies as prior art under 35 
U.S.C. 102(e), (f) or (g) and the conflicting inventions were not commonly owned at the time the 
invention in this application was made. In order for the examiner to resolve this issue, the 
assignee can, under 35 U.S.C. 103(c) and 37 CFR 1.78(c), either show that the conflicting 
inventions were commonly owned at the time the invention in this application was made, or 
name the prior inventor of the conflicting subject matter . 

A showing that the inventions were commonly owned at the time the invention in 
this application was made will preclude a rejection under 35 U.S.C. 103(a) based upon the 
commonly assigned case as a reference under 35 U.S.C. 102(f) or (g), or 35 U.S.C. 102(e) for 
applications pending on or after December 10, 2004 . 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JYOTHSNA A. VENKAT Ph. D whose telephone number is 
571-272-0607. The examiner can normally be reached on Monday-Friday, 10:30-7:30: 1st Friday 
off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, MICHAEL WOODWARD can be reached on 571-272-8373. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000, 




JYOTHSNA A VENKAT Ph. D 
Primary Examiner 
Art Unit 1615 



